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March 26, 2003
Julie L. Gerberding, M.D., M.P.H.
Director
Centers for Disease Control and Prevention
1600 Clifton Road NE
Atlanta, GA 30333

Dear Dr. Gerberding

I am writing to ask about what appears to be an unanticipated and potentially serious
adverse event associated with smallpox vaccination.

According to a health alert sent at 12:15 a.m. this morning to health officials across the
country, the military has identified at least ten cases of myopericarditis, an inflammatory
condition of the heart, in military vaccinees. According to the alert:

Diagnoses were based on clinical, laboratory, EKG and/or echocardiographic evidence of
myocardial or pericardial inflammation. All had onset 6 to 12 days following
vaccination; none of the cases have been clinically severe, and all the patients are
reported to have recovered fully.'

As you are aware, at least two cases of myopericarditis have been reported in the civilian
population.” This means that there are now 12 cases of a generally rare condition that have
occurred after vaccination. While this condition appears not to have caused significant problems
so far, it can be associated with lasting damage to the heart and even death.

There are additional reasons to be concerned about the association between
myopericarditis and vaccination. Inflammation of the heart has been reported in the past to be a

'ICDC, Smallpox: People with Known Cardiac Disease Should Not Be Vaccinated,
Health Alert Network (Mar. 26, 2003)

*CDC, Update on Smallpox Vaccination Program, Telebriefing Transcript (Mar. 25,
2003).
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complication of smallpox vaccination.” One European study, which was based on a different
strain of the vaccine, found a case of myocarditis in every 10,000 vacinees.* This rate appears to
be within an order of magnitude of the frequency of cases already reported in the United States.
Moreover, the time period of onset within 6 to 12 days following vaccination is consistent with
myopericarditis caused by a virus.’

The rate of myopericarditis apparently differs between those in the military getting their
first smallpox shot and those getting subsequent shots. According to the health alert, “No cases
of myocarditis or pericarditis were detected among approximately 100,000 persons in the military
program who were revaccinated.” According to the Department of Defense, approximately
350,000 individuals in total have been vaccinated. This means that there have been 10 cases of
myopericarditis among the 250,000 who are first time vaccinees. This is a rate of one case of
myopericarditis per 25,000 people vaccinated.’

In communications with the public® and press yesterday,” CDC did not mention the
military experience with myopericarditis. I understand your desire to defer to the military on
what has happened in its vaccination campaign. However, the issue of myopericarditis appears
relevant to the civilian vaccination campaign and was included in an alert to state and local
health officials. Irequest that you make appropriate information available to the public about
these new findings.

3See, e.g., B. Feery, Adverse Reactions after Smallpox Vaccination, Medical Journal of
Australia, 180-3 (Aug. 1977).

*J. Karjalainen et al., Etiology of Mild Acute Infectious Myocarditis, Acta Medica
Scandinavica, 65-73 (1983).

*For example, myocarditis following influenza virus infection typically occurs within 1 to
2 weeks after the illness starts. Braunwald: Heart Disease: A Textbook of Cardiovascular
Medicine, 6th ed. (2001).

SCDC, supra note 1.

"The difference between rates of illness among previously vaccinated individuals and
first-time vaccinees is noteworthy and suggests that further analysis of this difference might be
instructive.

8CDC, Temporary Deferral Recommended for Heart Patients Volunteering for Smallpox
Vaccination (Mar. 25, 2003).

*CDC, supra note 2.
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It is also important that Congress be fully informed about the risks of myopericarditis. A
vote in the House on smallpox compensation legislation may occur as early as tomorrow. As you
know, I have serious reservations about the adequacy of the Administration’s proposal, which is
based on my view that individuals injured by the vaccine should be compensated fairly. When
Congress considers this important health issue, all available information about the risks of
vaccination should be presented to members. Congress should also be informed of any plans to
conduct surveillance for myopericarditis in the civilian population.

Overall, the smallpox vaccine has been proven to be very safe. However, as anticipated,
there are rare and potentially serious adverse events. The emergence of myopericarditis is
another reminder that vaccination is not without risks.

Sincerely,

||

T

Ranking Minority Member



